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DETAILED ACTION 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 21, 22 and 24-31 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Engelson et al. (U.S. Patent No. 5,972,019) in view of Ginsburg (U.S. 
Patent No. 5,011,488). 

Engelson et al. disclose a device comprising a core wire, e.g. 388 01- 391 with a 
coil tip coupled to a distal end of the core wire (see for example Figures 14, 15A, 15B). 
The device further comprises a cage, e.g. 372 or 392. The cage has a distal end, 
proximal end, first deployment shape, and a second expanded shape. The first and 
second shapes are different from each other. The device further has a tubular member 
(see Figures 14, 15A, and 15B) coupled to a distal end of the cage assembly and the 
tubular member surrounds a distal portion of the core wire proximal to the coil tip. 
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:: Fig. i5B : 

The device also has an actuator member, as shown above, that has a first position and 
a second position, and is located proximally to the cage and substantially coaxial about 
the core wire. When the actuator member is in a first position the cage is in a 
deployment shape and when the actuator member is in the other position, the cage is in 
the second expanded shape. The core wire is freely moveably axially through the cage 
assembly (see col. 13, lines 43-44). The tubular member can be considered a bushing. 
The device can further include an inner coil, e.g. 401 , surrounding the core wire within 
the cage assembly. The inner coil inner coil does not pass distally on the core wire. 
Engelson et al. disclose the claimed invention except for a cage assembly including a 
proximal cage and a distal cage. 
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Engleson discloses the claimed invention except for the use of a proximal and 
distal cage. Ginsburg discloses the use of a proximal and distal element (balloon) in 
order to remove the thrombotic material without surgical intervention (Col. 7, lines 12- 
15). It would have been obvious to one skilled in the art at the time the invention was 
made to construct the device in Engelson with a proximal and distal cage in view of 
Ginsburg, in order to have a less extensive procedure. Furthermore, since Ginsburg 
teaches the use of two cages the proximal and distal cages would be able to be 
expanded by the same actuator element as shown above. 

Claims 21-31 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Schmaltz et al. (U.S. Patent No. 5,449,372 cited by applicant) in view of Ginsburg (U.S. 
Patent No. 5,01 1 ,488) further in view of Crittenden et al. (U.S. Patent No. 4,71 9,924). 

Schmaltz et al. disclose a device comprising a core wire or guidewire 70, a cage 
1 4, a tubular member 46, and an actuator element 1 8 (see Figures 1 -5 below). The 
cage 14 has a distal end, proximal end, first deployment shape, and second expanded 
shape, wherein the shapes are different from each other (see Figures 2 and 3 below). 
The tubular member 46 is coupled to the distal end of the cage assembly and it would 
surround a distal portion of the core wire or guide wire (see Figures I and 6 below). The 
actuator element has first and second positions and it is located proximal to the cage 
and it is substantially coaxial about the core wire (see Figure 1 ). The core wire or guide 
wire is freely movable axially through the cage (see col. 8, lines 30-35). The core wire 
or guidewire may be a standard guidewire. The tubular member is considered a bushing 
and is made of a thermoplastic material, e.g. polyolefin (see col. 7, lines 1 5- 1 7). The 
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device further includes inner coils or bands, e.g. 40 and 41 , made from radiopaque 
materials (see col. 6, lines 32-34 and 59-64). The inner coils or bands do not pass 
distally on the core wire. 




Schmaltz et al. disclose the claimed invention except for a cage assembly 
including a proximal cage and a distal cage. Ginsburg discloses the use of a proximal 
and distal element (balloon) in order to remove the thrombotic material without surgical 
intervention (Col. 7, lines 12-15). It would have been obvious to one skilled in the art at 
the time the invention was made to construct the device in Schmaltz et al. with a 
proximal and distal cage in view of Ginsburg, in order to have a less extensive 
procedure. Furthermore, since Ginsburg teaches the use of two cages it is inherent that 
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the proximal and distal cages would be able to be expanded by the same actuator 
element as shown above. 

The combination of Schmaltz et al. and Ginsburg disclose the claimed invention 
except for the core wire or guidewire having a coil tip at its distal end and a cage 
assembly including a proximal cage and a distal cage. Crittenden et al. disclose a core 
wire or guidewire with a coil tip at its distal end (see Figure 2). The core wire or 
guidewire is steerable wherein the coil tip can be adjusted without requiring removal of 
the guidewire from the patient (see abstract). It would have been obvious to one skill in 
the art at the time the invention was made to use with the device of the combination of 
Schmaltz et al. and Ginsburg with a core wire or guidewire that is steerable instead of 
one that is not in view of Crittenden et al., so that the guide wire can be adjusted without 
requiring removal of the guidewire when it is inserted into the patient. 

Claims 32-35 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Engelson et al. (U.S. Patent No. 5,972,019) in view of Ginsburg (U.S. Patent No. 
5,01 1 ,488) and further in view of Lefebvre (U.S. Patent No. 5,421 ,832). 

The combination of Engelson et al. and Ginsburg, as applied to claim 21, 
disclose the claimed invention except for the cage including a plurality of petal shaped 
wires having a distal rake. Lefebvre teaches that helically twisted bands (which 
resemble the petal shaped wires) are more successful at stopping small blood clots 
than when they are not. It would have been obvious to one skilled in the art at the time 
the invention was made to construct the distal cage of the combination of Engelson et 
al. and Ginsburg with a plurality of petal shaped wires having a distal rake in view of 
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Lefebvre, in order to have an embolism treatment device that functions better in treating 
small blood clots. 



Response to Arguments 

Applicant's arguments filed January 6, 2009 have been fully considered but they 
are not persuasive. Applicant argues that nowhere does Engleson appear to disclose a 
cage assembly comprising both a proximal cage and a distal cage. Engleson does not 
disclose a proximal and distal cage which is why the teachings of Ginsburg are used. 
Ginsburg teach an advantageous way to use two elements to remove a thrombic 
material. The underlying theme of both patents is that they function to remove 
thrombi. The use of a second cage/element allows for a better way to remove the 
thrombus without it being released to further cause damage to the patient. 
Furthermore, it would have been obvious to one having ordinary skill in the art at the 
time the invention was made to construct the assembly of Engleson having a plurality of 
cages (210), since it has been held that mere duplication of the essential working parts 
of a device involves only routine skill in the art. St. Regis Paper Co. v. Bemis Co., 193 
USPQ 8. 
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Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MICHAEL J. ARAJ whose telephone number is 
(571)272-5963. The examiner can normally be reached on M-F 8am-5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thomas Barrett can be reached on 571-272-4746. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Michael J Araj/ 
Examiner, Art Unit 3775 



/Thomas C. Barrett/ 

Supervisory Patent Examiner, Art Unit 3775 



